Food and Drug Administration, HHS

chapter, with no limitation other than
current good manufacturing practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[53 FR 16864, May 12, 1988]

§184.1298 Ferric citrate.

(a) Ferric citrate (iron (I11) citrate,
CeHsFeO;, CAS Reg. No. 2338-05-8) is
prepared from reaction of citric acid
with ferric hydroxide. It is a compound
of indefinite ratio of citric acid and
iron.

(b) The Food and Drug Administra-
tion is developing food-grade specifica-
tions for ferric citrate in cooperation
with the National Academy of
Sciences. In the interim, this ingre-
dient must be of a purity suitable for
its intended use.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food as a nu-
trient supplement as defined In
§170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingre-
dient may also be used in infant for-
mula in accordance with section 412(g)
of the Federal Food, Drug, and Cos-
metic Act (the act) (21 U.S.C. 350a(g))
or with regulations promulgated under
section 412(a)(2) of the act (21 U.S.C.
350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[53 FR 16865, May 12, 1988]

§184.1301 Ferric phosphate.

(a) Ferric phosphate (ferric
orthophosphate, iron (I11) phosphate,
FePO4-xH,0, CAS Reg. No. 10045-86-0) is
an odorless, yellowish-white to buff-
colored powder and contains from one
to four molecules of water of hydra-
tion. It is prepared by reaction of so-
dium phosphate with ferric chloride or
ferric citrate.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), pp. 118-120, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-

§184.1304

spection at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or
go to: http://www.archives.gov/
federal register/

code of federal regulations/

ibr _locations.html.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food as nutri-
ent supplement as defined in
§170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingre-
dient may also be used in infant for-
mula in accordance with section 412(g)
of the Federal Food, Drug, and Cos-
metic Act (the act) (21 U.S.C. 350a(g))
or with regulations promulgated under
section 412(a)(2) of the act (21 U.S.C.
350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[53 FR 16865, May 12, 1988]

§184.1304 Ferric pyrophosphate.

(a) Ferric pyrophosphate (iron (I11)
pyrophosphate, Fe4(P2o7)3:xH,0, CAS
Reg. No. 10058-44-3) is a tan or yel-
lowish white colorless powder. It is pre-
pared by reacting sodium
pyrophosphate with ferric citrate.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), p. 120, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or
go to: http://www.archives.gov/
federal register/
code of federal regulations/
ibr _locations.html.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food as a nu-
trient supplement as defined in
§170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingre-
dient may also be used in infant for-
mula in accordance with section 412(g)
of the Federal Food, Drug, and Cos-
metic Act (the act) (21 U.S.C. 350a(g))
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or with regulations promulgated under
section 412(a)(2) of the act (21 U.S.C.
350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[53 FR 16865, May 12, 1988; 53 FR 20939, June
7, 1988]

§184.1307

(a) Ferric sulfate (iron (I11) sulfate,
Fe>(S04); CAS Reg. No. 10028-22-5) is a
yellow substance that may be prepared
by oxidizing iron (Il) sulfate or by
treating ferric oxide or ferric hydrox-
ide with sulfuric acid.

(b) The Food and Drug Administra-
tion is developing food-grade specifica-
tions for ferric sulfate in cooperation
with the National Academy of
Sciences. In the interim, this ingre-
dient must be of a purity suitable for
its intended use.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food as a fla-
voring agent as defined in §170.3(0)(12)
of this chapter, with no limitation
other than current good manufacturing
practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[53 FR 16865, May 12, 1988]

Ferric sulfate.

§184.1307a Ferrous ascorbate.

(a) Ferrous ascorbate (CAS Reg. No.
24808-52-4) is a reaction product of fer-
rous hydroxide and ascorbic acid. It is
a blue-violet product containing 16 per-
cent iron.

(b) The Food and Drug Administra-
tion is developing food-grade specifica-
tions for ferrous ascorbate in coopera-
tion with the National Academy of
Sciences. In the interim, this ingre-
dient must be of a purity suitable for
its intended use.

(c) In accordance with 8§184.1(b)(1),
the ingredient is used in food as a nu-
trient supplement as defined iIn
§170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingre-
dient may also be used in infant for-
mula in accordance with section 412(g)
of the Federal Food, Drug, and Cos-
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metic Act (the act) (21 U.S.C. 350a(g))
or with regulations promulgated under
section 412(a)(2) of the act (21 U.S.C.
350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[53 FR 16865, May 12, 1988, as amended at 69
FR 24512, May 4, 2004]

§184.1307b Ferrous carbonate.

(a) Ferrous carbonate (iron (Il) car-
bonate, FeCOs;, CAS Reg. No. 563-71-3)
is an odorless, white solid prepared by
treating solutions of iron (I1) salts with
alkali carbonate salts.

(b) The Food and Drug Administra-
tion is developing food-grade specifica-
tions for ferrous carbonate in coopera-
tion with the National Academy of
Sciences. In the interim, this ingre-
dient must be of a purity suitable for
its intended use.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food as a nu-
trient supplement as defined in
§170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingre-
dient may also be used in infant for-
mula in accordance with section 412(g)
of the Federal Foods, Drug, and Cos-
metic Act (the act) (21 U.S.C. 350a(g))
or with regulations promulgated under
section 412(a)(2) of the act (21 U.S.C.
350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[53 FR 16865, May 12, 1988]

§184.1307c Ferrous citrate.

(a) Ferrous citrate (iron (1) citrate,
(CsHsFeO7), CAS Reg. No. 23383-11-1) is
a slightly colored powder or white
crystals. It is prepared from the reac-
tion of sodium citrate with ferrous sul-
fate or by direct action of citric acid on
iron filings.

(b) The Food and Drug Administra-
tion is developing food-grade specifica-
tions for ferrous citrate in cooperation
with the National Academy of
Sciences. In the interim, this ingre-
dient must be of a purity suitable for
its intended use.
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